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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including tlie fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office Action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed 4-21-08 
has been entered. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

3. Clams 1, 3-7, and 10-20 are presently pending. 

Response to Arguments 
Claim Rejections - 35 USC § 102 

4. Claims 1, 3-7, 10-16 and 19-20 remain rejected under 35 U.S.C. 102(e or a) as 
being anticipated by Pinchuk et al. (US 2002/0107330), for the reasons of record. 

5. Applicant's arguments filed 4-28-08 have been fully considered but they are not 
persuasive. 

6. Applicants traversed the instant rejection by way of amending the claims to recite 
"wherein cleavage of the functional groups restores the amines of the polyamine." 
However, contrary to Applicant's assertions, the term "cleavage" as recited in the claims 
as amended is not limited to merely exposure of the pH labile bond to a change in pH. 
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The term "cleavage" can encompass any conditions whicii would promote removal of 
the functional groups, such that reversal of the modification must restore the amine. 

7. Furthermore, it is noted that Applicants have not addressed the following 
arguments presented by the examiner in the prior Office Action, these arguments are 
reproduced below: 

8. Moreover, Applicant's have provided a description of what Applicant believes is 
the mechanism by which S-nitroso-thiol modifications function to attach functional 
groups to the disclosed polymers (which includes polyvinyl ether). Applicant's 
description is not representative of the full scope of possible mechanisms by which the 
S-nitrothiol groups can function to release therapeutic groups with oppositely charged 
functional groups from modified polyamines. Contrary to Applicant's assertions and 
absent evidence to the contrary, the polyvinyl ether polymers comprising the thiol based 
modifications taught by Pinchuk et al. read on the pH labile modifications recited in the 
instant claims. 

9. Claims 1, 3-5, 7, 10-15, 17, and 19-20 remain rejected under 35 U.S.C. 102(b) as 
being anticipated by Wolff et al. (US 20010036926), for the reasons of record; Claims 1 , 
3-5, 7-15, 17 and 19-20 remain rejected under 35 U.S.C. 102(e) as being anticipated by 
Wolff et al. (US 7,087,770), for the reasons of record; Claims 1 , 3-5, 7, 10-15 and 17-20 
remain rejected under 35 U.S.C. 103(a) as being unpatentable over Wolff et al. in view 
of Blazyk (WO 200160162 A2; see disclosure of US 20040249122 Al); and Claim 18 
remains rejected on the ground of nonstatutory obvious-type double patenting as being 
unpatentable over Wolff et al. in view of Blazyk (WO 200160162 A2), for the reasons 
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given above, and in the rejection under 35 USC 103(a) over Wolff et al. in view of 
Blazyk. 

10. Applicant's arguments filed 4-21-08 have been fully considered but they are not 
persuasive. 

1 1 . Applicants traversed the instant rejection by way of amending the claims to recite 
"wherein cleavage of the functional groups restores the amines of the polyamine." 
However, contrary to Applicant's assertions, the term "cleavage" as recited in the claims 
as amended is not limited to merely exposure of the pH labile bond to a change in pH. 
The term "cleavage" can encompass any conditions which would promote removal of 
the functional groups, such that reversal of the modification must restore the amine. 

12. Furthermore, it is noted that Applicants have not addressed the following 
arguments presented by the examiner in the prior Office Action, these arguments are 
reproduced below: 

13. Contrary to Applicant's assertions, as stated in the prior Office action, Wolff et al. 
teach that "[t]he monomers used for polymerization can also contain chemical moieties 
that can be modified before or after the polymerization including (but not limited to) 
amines (primary, secondary, and tertiary), amides, carboxylic acid, ester, hydroxyl, 
hydrazine, alkyi halide, aldehyde, and ketone, (see paragraph [0103]). 
Polyethyleneimine and polylysine were used in specific examples to form complexes 
with nucleic acid via a disulfide linkage, see examples 4 and 5. Therefore, contrary to 
Applicant's assertions, the teachings of Wolff et al. read on the instant claims as 
amended. 
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14. Moreover, Applicant's own specification at Figure 3, describes what Applicants 
consider to be the reversible modification of a polyvinylether amine: 




It is clear that Applicants contemplated the use of the modification which incorporate a 
disulfide linkage within the scope of the reversible modifications encompassed by the 
instant claims. 

Double Patenting 

15. The rejection of claims 1-5, 7-15, 17 and 19-20 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7 of U.S. 
Patent No. 7,087,770, is withdrawn. 

Claim Rejections - 35 USC § 102 

16. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 
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The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 

17. Claims 1, 3-7, and 10-13 rejected under 35 U.S.C. 102(e) as being anticipated by 
Rozema et al. (US Patent NO. 7,019,1 13) 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1 .132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1 .131 . 

Rozema et al. teach the formation of an oligonucleotide-polycation complex by 
the reaction an amine modified morpholino polynucleotide with CDM-thioester and then 
adding the modified oligonucleotide to polyethylenimine-Cys, see col. 14, last H. See 
Also col. 15-16. Absent evidence to the contrary this disclosure of Rozema et al. read 
on the compositions of the instant invention. 
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Any inquiry concerning tliis communication or earlier communications from tlie 
examiner should be directed to Janet L. Epps-Ford whose telephone number is 571- 
272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Janet L. Epps-Ford/ 

Primary Examiner, Art Unit 1633 



